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Russet Burbank (RBMT]<. 10 ), NewLeaf Y cv. Shepody (SEMT15-02. SEMT15-07.

[ntended Effect and Food/Fesq Use

The intended technjcaj effect of this generic modification of potato s 1o confer tolerance
to the Colorado Potarg Beetle (CPB) and Potatq Virus Y a simgie piant. Potatgeg are
Brown to be consumeq mainiy as fresh vegetables. Potatoes are not in widespread use as

According to Monsanto, their NewLeaf varieties of potato have been modified to
neomycin phosphotransferase tvpe II (for seiecrion), the CyrillA gene which encodes the
BTT protein (for Tesistance to CPB) and the PVYcp gene from PVY (fior regstance to
P .

Reguiatory Considerations



Molecuiar Alterations

Monsanto described the identity and function of the genetic material introduced into the
potato lines by the Agrodacterium tumefaciens/Ti plasmid-mediated transformation-
system.  The mtroduced genes were transformed into potato using the vector PV-
STMT15, derived origmally from a standard plant transformation disarmed pTiS8 plasmid

for the seiection of transformed piant cells which consisted of the promoter region of the
nopaline synthase gene from the T; plasmid of 4. aumefacients, the nptil Gene. and the
nontransiated 3° region of the nopaime gene referred to as NOS 3°; 2) the chimeric gene
responsible for the control of the CPB which consists of the Arabidopsis thatiana
rbulose-1_5 -bisphosphate carboxylase smail subumir ats]A promoter, the CryllIA gene
which encodes the BTT protem and the nontransiated 3’ region of the nopaiine synthase
gene (NOS3’); 3) the chimeric gene responsibie for control of PVY which consisted of the
358 promoter region of the Figwort mosaic virus. the fisll length PVYcp gene from a
naturaily occurrmg PVY and the nonrransiated 3° region of the pea smail subunit of
nbulose-1,5 -bisphosphate carboxvyiase referred to as E9 3°.

Expressed Protem

Three proteins, the nptil protem, the CryllIA CPB control protem and the PVY coat
protem, are expressed in the NewLeaf Y potatoes. The nptdl protein which is used as a
selectable marker, was approved for use as a processing aid i severai crops in 1994.
Monsanto aiso received an exemption from the requirement of a tolerance for thés protein
as a pesticidal inext ingredient from the EPA on September 28, 1994 in ail crops.

Monsanto presented evidence that virus nfected plants. inctuding PVY-infected potatoes,
tomato. and pepper have been part of the human and domestic animai food suppiy withour
detectable adverse heajth effects. The EPA in 1994 proposed to exempt all viral coat
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protems from a requirement of a tolerance. Monsanto stated that the PVY protem is not

known to be an allergen nor does it have any sequence homology to known ailergens.

Monsanto presented data concerning the levels of totai solids. sugars vitamin C, soluble
protem, and naruraj glycoalkaloid toxicants. Monsanto aiso performed proximate anaiysis
and measured toaf protein, moisture, fat, ash crude fiber, carbohydrates and calorie
content.  Monsanto reported that the leveis of ail components anaiyzed were statisti
identicai to those in the control potatoes or were within the ieveis reported in the iterarure
for commercially avaiiable Russet Burbank potatoes. These data ailowed the firm to
conclude that the composition of the NewLeaf Y potato varieties are equivaient to the
composition of traditional potartoes.

Conclusions

processed, marketed. and consumed for human food. r;.t this time, based on Monsanto’s
description of its data and anaivses, the Agency considers Monsanto’s consulitation on
NewLeaf Y potatoes 10 be complete.
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